
82s Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherapy 
NATURAL MEDICINES” 

October 19,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

,$OMPANY ~.~PRODUCT~,. ‘, 
~ 

Theiapy, Inc. Mental 
Sharpness 
Formula* 

: : .:&DIETARY _, ’ :i 
,,‘:;~“{ llijGREDiENTS:f “,‘_f 
Vitamin 96. Fofic Acid 
Vitamin 912, Sodium, 
Alpha Lipoic Acid, 
Bacopa Aerial Part 
Extract, Gingko Leaf 
Extract 

STATEMENTS- ^ $,‘, “I ~ 
All of the ingredients in 
Remember!TM Mental 
Sharpness Formula* have 
been studied in human trials 
for supportive effects on 
memory and mental acuity 
associated with aging.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

By: #Q@&4 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /o/h h3 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Michael P. Devereux l 
Chief Financial Officer 
Remember!Mental Sharpness Formula 19e 



825 Challenger Drive 

Green Bay, WI 54311.8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

Enzymatic-Therapy 
NATURAL MEDICINES@ 

October 19.2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

COMPANY ., _’ * 4,’ ,,:.: 

Enzymatic - 
Therapy, Inc. 

‘j PRODUCT 
iNAME 

Remember!TM 
Mental 
Sharpness 
Formula* 

. 1::‘ ,_ DIETARY il 
INGREDIENTS t‘ 

Vitamin B6, Folic Acid 
Vitamin B12, Sodium, 
Alpha Lipoic Acid, 
Bacopa Aerial qart 
Extract, Gingko Leaf 
Extract 

ZTATEMENTS ,,‘a 
,) 

Bacopa monnieri and Ginkgo 
biloba both provide 
immediate supportive 
benefits for mild memory 
problems associated with 
aging.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

jiJ&%L4 
By: 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: /o//4 /a 3 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 

Remember!Mental Sharpness Formula 20e 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 92o-469-1313 

Fax: 888-570-6460 

www.enzy.com 

Enzymatic-Therapy 
NATURAL MEDICINES” 

October 19,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

Enzymatic 
Therapy, Inc. 

PRODUCT _ ;$J\IAME,~ i : ,_ 

Remember!TM 
Mental 
Sharpness 
Formula* 

DIETARY~ INGREDIENTS .^ 1 2‘ ; ; >:.,,:, __,,: .,,:‘,>: 1y 4;” ,; ,$TATEMENTS ‘, ” : ;; ; : _j ,‘,Z;. 2 I’> ’ 2 : 
Vitamin &, F;ric j&; ‘,‘- .’ 

‘̂ I_, ; “:’ 
Alpha Ii&& acid provides 

Vitamin B12, Sodium, both immediate and long- 
Alpha Lipoic Acid, Bacopa term health effec%? 
Aerial Part Extract, 
Gingko Leaf Exiract 

1 certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

By: 
jLLm&i 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 

Remember!Mental Sharpness Formula 22e 



/ EnzymaticTherapy 
NATURAL MEDICINES@ 

October 20,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product.‘These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

~:“C’OMPANY ‘: :, iPRODUCT, :_ - DIETARY INGREDIENTS :’ “STATEMENTS ,i?.,. ‘:‘I .:< I;, ” I’ ‘,’ a : _‘_ ,_ i ;~ <* \ 
Enzymatic ” 

,NAME,“> ’ I ; ;,;,‘b’ 1: ?!;, y; ,‘, ‘;’ ,‘; /I ‘, ;-I ‘;.s:,,“i ,‘-,, ‘; ” ‘I 
Remember!TM Vitamin B6, Foiic Acid Alpha lipoic acid has been 

Therapy, Inc. Mental 
Sharpness 
Formula* 

Vitamin B12, Sodium, studied for its support of 
Alpha Lipoic Acid, Bacopa healthy memory and 
Aerial Part Extract, mental focus.* 
Gingko Leaf Extract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

I - Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: Ib /&/0 3 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

825 Challenger Drive 

Green Bay, WI ~4311-8328 

Ph: 920-469-1313 
Chief Financial Officer 

Fax: 888-570-6460 

www.enzy.com 
Remember!Mental Sharpness Formula 23e 



82s Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

fax: 888-570-6460 

www.enzy.com 

EnzymaticTherapy 
NATURAL MEDICINES” 

October 20,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
54311 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product; These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

Enzymatic 
Therapy, Inc. 

‘,PRODUCT 
.‘NAME ‘t;:,::;,.; 

Remember!TM 
Mental 
Sharpness 
Formula* 

DIETARY:4NGF$EDIENTS ” ;* “, ,,:?/-:,, :! :.,‘: ,,- , ‘,:: a,,: , 2, _, j ,, _s 
Vitamin B6, Folic Acid 
Vitamin B12, Sodium, 
Alpha Lipoic Acid, Bacopa 
Aerial Part Extract, 
Gingko Leaf Extract 

” ,,:$TATEMENTS : ‘, ‘. : “,:j: ’ 

An open observational 
clinical study examined 
the effect of supplemental 
ALA on older adults. The 
subjects received 600 mg 
of ALA daily. The 
subjects showed 
significant improvement in 
memory and other brain 
health support.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has 

By: 

ubstantiati n that the statements are truthful and not misleading. 

@@’ 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Mi 
Chief Financial Officer 
Remember!Mental Sharpness Formula 24e 



825 Challenger Drive 

GreenBay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherapy 
NATURAL MEDICINES@ 

October 2 1,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
54311 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

,,$RODUCT:,; 
‘,’ _ N&ME ‘;;,‘I, ,‘:I 

Remember!TM 
Mental 
Sharpness 
Formula* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

By: 
jiBl&t.. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, I\ 

jw+J P4PfQ-f 
Michael P. Devereux 
Chief Financial Officer 

Remember!Menta~Sharpness Formula25e 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

. 

EnzymaticTherapy 
NATURAL MEDICINES” 

October 21,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product.,These claims are not necessarily for a product 

“A 

we currently market or plan to market in the immediate future, and may be exploratory in nature. 

,<.:COMPANY ., ,:: .‘ :” _: .,+‘ ,“,e I.,‘:, >c__ ,,:-, ,_ >P_;. 
Enzymatic 
Therapy, Inc. 

PRODUCT’ .‘ 
._‘_ NAME +.,. 

Remember!TM 
Mental 
Sharpness 
Formula* 

__,‘. , ~ &DIETAR;Y ,I;,‘:,: “: ;;, :‘: ’ 
“,, : INGREDiE&jTS ;\;, I.’ 

Vitamin 66, Folic Acid 
Vitamin B12, Sodium, 
Alpha Lipoic Acid, 
Bacopa Aerial Part 
Extract, Gingko Leaf 
Extract 

* _ > :., 1 r ‘, :-,- 

In a recent randomized] 
placebo-controlled, double 
blind study, Bacopa was 
compared to a placebo in its 
support of healthy memory 
and cognitive function. 
Healthy adults between the 
ages of 40 and 65 were 
randomized to receive either 
Bacopa or placebo. Testing 
on attention, memory storage, 
and memory retrieval was 
completed three times within 
the study period. The results 
demonstrated that the 
Bocapa provided more 
support in remembering new 
information than the group 
taking the placebo.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

Remember!Mental Sharpness Formula 26e 



By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /o/2//03 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Michael P. Devereux 
Chief Financial Officer 

Remember!Mentel Sharpness Formula 26e 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherapy 
NATURAL MEDICINES” 

October 22,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

;, -COMPANY _’ , _k_ , _,, ) ;, : j i’, 
Enzymatic 
Therapy, Inc. 

PRODUCT:.;  
,;N AME?>: ; 

Remember!TM 
Mental 
Sharpness 
Formula* 

, ‘j,) :, DIETARY .,= >-’ 

.‘)hGREDlEHi$ ‘: ., 

Vitamin B6, Folfc Acid 
Vitamin Bl2, Sodium, 
Alpha Lipoic Acid, 
Bacopa Aerial part 
Extract, Gingko: Leaf 
Extract 

I 

” ‘:iSTATEMENTS ,, 
_,.__ _‘, ;I’ 

Flavonoid ‘and ginkofoid 
components are involved in 
free radical scavenging and 
antioxidant activity, resulting 
in support of healthy cognitive 
function.* Additionally, 
research has determined that 
ginkgo provides support of 
healthy platelet and healthy 
parasympathetic nervous 
system function.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

By: 
#u&u 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: lD Xdh.3 

Remember!Mental Sharpness Formula 27e 



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Sincerely, 

Chief Financial Officer 

Remember!Mental Sharpness Formula 27e 



82s Challenger Drive 

Green Bay, WI  54311-8328 

Ph. 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherapy 
NATURAL MEDICINES@ 

October 22,2003 

M r. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
5  100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear M r. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a  manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessari ly for a  product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

<COMPANY p, .dL,“,.. , ,;,r k“ ,“i: ,;’ i : ,;, 
Enzymatic 
Therapy, Inc. 

~PRODUCT ;< : ;“;,:, DIETARY,: _, 
__ ‘:NAME ‘s, 

Remember iTM 
‘_ ; : INGREDIENTS II, 

Vitamin B6, Folic Acid 
Mental 
Sharpness 
Formula* 

Vitamin B12, Sodium, 
Alpha Lipoic Acid, 
Bacopa Aerial Part 
Extract, Gingko Leaf 
Extract - 

,’ ;STATEMENTS 
,’ _ _  : ,( 

,? ) 4,  

In a  recent randomized, 
double blind, placebo 
controlled crossover study, 
healthy volunteers were given 
either ginkgo or placebo for 
two days. Following baseline 
measurements,  testing was 
completed at the study’s 
completion. The results 
demonstrated that ginkgo 
provided support for healthy 

1  memory.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
that the statements are truthful and not m isleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Remember!Mental  Sharpness Formula 28e  



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Sincerely, 

Chief Financial Officer 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: m-469-1313 

EnzymaticTherapy 
NATURAL MEDICINES” 

October 23,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

COMPANY L ,, j/, I 
,> 

‘I” ,/,> 

Enzymatic 
Therapy, Inc. 

,, PRODUCT 
*NAM~E ,<- 

Remember!TM 
Mental 
Sharpness 
Formula* 

\, DIETARY 
1 .:,:INGREDIEMTS :, 

Vitamin B6, Folie Acid 
Vitamin 812, Sodium, 
Alpha Lipoic Acid, 
Bacopa Aerial Part 
Extract, Gingko Leaf 
Extract 

STATEMENTS * 
,__. 

A placebo controlled,‘multi- 
dose, double blind, balanced, 
crossover study examined the 
effect of ginkgo on four 
cognitive measurements in 
healthy volunteers. Speed of 
attention, accuracy of 
attention, speed of memory, 
and quality of memory were 
assessed prior to dosing and 
at established times 
thereafter. Compared with 
placebo, ginkgo provided 
support of several cognitive 
measures.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

By: @@Let 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, P 

/4PfJ2 P&--f 
Michael P. Devereux 
Chief Financial Officer 



. 

82s Challenger Drove 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 

EnzymaticTherapy 
NATURAL MEDICINES” 

October 24,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

+COMPANY y PRODUCT 
~ 

Thekapy, Inc. Mental 
Sharpness 
Formula* 

1,: <DIETARy.j : 
I_’ :$jtj&~TS ‘” 

Vitamin B6, Folib Acid 
Vitamin 81 i, Sodium, 
Alpha Lipoic Acid, 
Bacopa Aerial Part 
Extract, Gingko Leaf 
Extract 

.+TATEMENTS 
,;\, .j .” ‘5 ,> I_ ,” 

Ginkgo has also been studied 
in older adults. The results 
showed that ginkgo provided 
support of healthy cognitive 
functions, while showing very 
low rates of adverse effects.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

By: p4w4 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Enzymatic-Therapy 
NATURAL MEDICINES@ 

October 24,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 1 I is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the foilowing product. ~These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

Theiapy, Inc. Mental 
Sharpness 
Formula* 

.DlETARY.4NGR‘EDIENTS ;STATEMENTS “ , c: j ‘j ~,?:: _ ,< ., ., i: I’ * t”. “I “+, \ ;; ., ,’ _’ 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /D /a Yh3 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



825 Challenger Drive 

Green Bay, W I 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

Enzymatic-Therapy 
NATURAL MEDICINES” 

October 25,2003 

M r. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
Food and Drug Administration 
5  100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear M r. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a  manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessari ly for a  product 
we currently market or plan to market n  the immediate future, and may be exploratory in nature. 

<;COMPANY ‘: ;<: !‘;i‘fi’” ^_L, _> !“,‘ C”_ ~~:,.‘:, ,:., ,, ,, ,,I, 
Enzymatic 
Therapy, Inc. 

): PRODUCT:.: j 
B, ,::;“,NAME $;;; ,;: 
Remember!TM 
Mental 
Sharpness 
Formula* 

DIETARY INGREDIENTS ,.), .,, 2  3. __ . . . . 2’ ,1 ,,,‘,, ‘ --, ,;., ~“, ‘, ,i ‘S “1’ ‘;,.I: , ,,, I, ,; :..:: in_ 
Vitamin B6, Folic Acid 
Vitamin B12, Sodium, 
Alpha Lipoic Acid, Bacopa 
Aerial Part Extract, 
Gingko Leaf Extract 

I ,  , ,  STATEMENTS 
:- s  

., .,, !: 
‘.^ _l, ‘,, 

F&c acid, another water- 
soluble B vitamin, has long 
been recognized as a  vital 
nutrient for support of 
healthy brain and spinal 
cord function.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not m isleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: /&sh 3  

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

M i 
Chief Financial Officer 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 

EnzymaticTherapy 
NATURAL MEf3fcfNw 

October 25,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
Food and Drug Administration 
5 100 Paint Branch Parkway 
ColIege Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 82.5 Challenger Drive, Green Bay, Wisconsin 
543 11 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

,’ PRODUCT:.,.‘, DIETARY INGREDIENTS, ,“,;NAME,‘,:,f“, :j,‘_ b;, ,“‘:. ,%, i ,?!;,:I;. ::I;;:, /* ’ 

Remember!TM Vitamin B6, Folic Acid 

,’ b,STATEMENTS ” 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /fi 1, / c 0.3 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, I! 

l!MJv%q 
Michael P. Devereux 
Chief Financial Officer 



825 Challenger Drive 

Green Bay, W I 54311-8328 

Ph: 92o-469-i313 

Fax: 

EnzymaticTherapy 
NATURAL MEDICINES” 

October 252003 

M r. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
5  100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear M r. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 ChalIenger Drive, Green Bay, W isconsin 
543 11 is a  manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessari ly for a  product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

Enzymatic 
Therapy, inc. 

PRODUCT:, ;; 
‘: + +JAME i ::;:“;,j / 
Remember!TM 
Mental 
Sharpness 
Formula* 

:DIETARY’lNGREDIENTS ,*_) i :j :; ! ,_ ,,;,F.,.$,“--, , ‘“.‘C,b ,_ _I ,, 
” ,, ., j.j: 3,: 

Vitamin 66, Folic Acid “’ 
: 

Vitamin 612, Sodium, 
Alpha Lipoic Acid, Bacopa 
Aerial Part Extract, 
Gingko Leaf Extract 

: : ‘, , .STATEMENTS : ,,,; 1’ ,_, _> 

Scientists have recognized 
that individuals with low folic 
acid serum levels can 
exhibit health problems.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not m isleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

M iihael P. Devereux 
Chief Financial Officer 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

EnzymaticTherapy 
NATURAL MEDICINES” 

October 26.2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

XOMPANY ‘: PRODUCT?!,  : 7 DIETARY .I :” ,’ $,~--:~‘.STATEMENTS ” ‘$” _I’ +JAME’ .:,:‘;i. ,‘:. _.$JGREDIEfl$&et, ..;,,:y ‘, ,‘, ,_ ‘,>,.‘. _) _,, 
Enzymatic Remember!TM Vitamin B6, Folic Acid An ongoing, large, multi-center 
Therapy, Inc. Mental Vitamin B12, Sodium, study is examining the role of 

Sharpness Alpha Lipoic Acid, folic acid in age-related 
Formula* Bacopa Aerial Part memory loss. This study is 

Extract, Gingko Leaf examining over 600 older 
Extract adult, volunteer participants. 

The researchers directing the 
study are collecting periodic 
blood samples, data on 
language and emotional 
status, and at death, voluntary 
donation of the subjects’ brain 
for postmortem study. The 
results, to date, have 
demonstrated that subjects 
with high folic acid levels 
showed healthy brain 
supportive effects.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

Robert Dos ter 
Title: Senior Vice President of Scientific Affairs 

Date: /o Jb /n’s 



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 4063608. 

Michael P. Devereux 
Chief Financial Officer 

Remember!Mental Sharpness Formula 35e 


